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^endments tp the Clairmi 

Please amend the claims as indicate below* 

2. (AmeadecO ^ phamiaasuucal formulation for oral or topical administration including 
comprising 

a) one or moro C)it : losporin e 5 0.1 to 30.0 % by weight of one or more 
hydrpphoblc active ingredients: 

b) 5 to 50% of ont i HSFmorc compounds aobctcd from 0.1 to 60.0 % bv weight 
of one or more gelators compri ising polyglycerol esters of fatty acids of formula (1) 

GH20R-GHOR-CH;A(<^2<^OR-CH2a)KaC^^ (1) 

wherein n is an integer from 4 to 13 and R is H or CO^K* wherein R' is C ^.22 saturated, 
unsaturated or hydroxjiated aU':>4 and whenein at least one group R is not hydroget u having 
an HLB value not less thanlO; 

c) 5 to 50% of ont ; or more compounds 0.1 to 60.0 % by weig ht of one or 
more gel-creating substances selected from polygly^ervi^j'^esters of oleic acid, having an 
HLB value not greater than 9; p olygI)^erol e stcrg of fatty gcido and/or - unsaturated fatt>^ 
acids of formula 

Qia OR - CHQR Q 't>Q-(Q= ^CHOR CHa ^,€^, QHOR GH gQBr-^ 

^hcrcin - n is an intergcr from 0 - 10 and R is H or - G^^" whQ g Qin - R -- is C. ^^.^^^:^ ^ saturated, 
unsatumtcd or h > dro3c^jjxtcd oll i yt^ - and wherein at least one group R is not hydrogen; 

d) 5- <-A - j>QSW>f nn<> or morp cn mpound^ LP to 60 % by weight of one or more 
cQ- gelator substances selected f nom the group consisting of triglyceride macrogol glycerol 
esters, partial gl)^erides of fatt)' acids and macrogol esters of farcy acids in which the average 
quantity of reacted ethylene oxide in the synthesis of the substances ranges between 50 to 
150 TOols and concurrently the ratio between components b) and d) is from 0.1:1 to 10:1; 

e) 5.0 to 30% by Ti'eight of one or more C; to alcohols; 

wherein the above percentages are selected the total 100%; 

and wherein upon dilution with water 1:1 by volume the viscosity of - a - forniula ttoa 
incicascs by at least 5 times in i s ompaiison - to - tho undiluted composition the formulation 
forms a dispersion of non - sphc riaeal polymorphous gel particles having a dimension of 02 to 
500 ynTL 
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25. (Amended) a fr.rrr.^.^at\r^r^ ^< rWitnf-A in Atfft^ Aiiv preceding claim> whcrem 
con^onent a) is selected from cyclosporins cyclosporin A, cyclosporin D or cyclosporin G, 
wherein the ratio of components a:c + e is 1,001:1 to 1.5:1. 



"27: (Airen'dedJ A t^rpml^tir^n A<^rh^TneA m ^rWa^ aiypreceding claim, -whereli!"" 

component a) is selected from taxanes, especially docetaxel or pacliiaxel, whenain the ratio of 
components a:c + e is 0.001:1 to 1.5:1. ______ 




IF 



(Amended) A formulation as clannfid"in ektm^f aay^l3gpfiding cUinh wherein 
component a) includes at least <:)ne compound selected from the group compiising 
cyclosporins and farther at least: one compound selected from the group comprising taxanes. 




33. (Amended) A phaimaceutical dosage form ef - claim 3 1 comprising a 
formulation of claim 2 in comb ination with a pharmaceutically acceptable excipient . wherem 
the dosage form is a liquid dosnge form. 

34. (Araeixded) A phai maceutical dosage form of claim 31 comprising a 
formulation of claim 2 in coipLtination with a pharmaceutically acceptable excipient . wherein 
the dosage form Is a gelatin captsule. ^ 




35. {Ne\^ A pharinaceutic al formuktion as clairiied in claim 2, wherein the ratio of a:c 
and/or a:e is in the range 0.001:1 to 10:1. 

36. (Nev^ A fomiulation us claimed in ckim 2, wherein R* is C^^^j^ saturated or 
unsaturated allsyL 

37. (New) A formulation ^ls claimed in claim 2, whctcin K' is selected from the group 
consistii^ of oleates, linoleate s;teaxate, linolate, myristate, laurate and mixtures thereof. 

38. (New^ A formulation iis claimed in claim 2, wherem component b) is selected from 
polyglycer^d-lO-esters of fatty acids. 

39. (New) A formulation as claimed in any preceding claim, wherein component d) is 
macrogol glycol hydrogenated t::astor oil. 

40. (New) A formulation as claimed in any preceding claim, wherein component b) is 
selected from polyglycer)4-10-esters of oleic acid; component c) is selected from 
polyglyceryl-3-esters of oleic acid; and component d) is macrogol (1760) glycerol 
hydrogenated castor oil. 

4 1 . (New) A formulation us claimed in any preceding claim, further comprising 
exciplents to modify the physic ;sJ, chemical, microbial stability, organoleptic or physical 
processing properties of the fo imiJation. 
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42. (New) A method for m^iking a pharmaceutical formulation for oral or topical 
administration con^risir^ 

a) 0-1 to 30.0 % oJ; one or more hydrophobic active ingredients; 

b) 0.1 to 60,0 % of one or more gelators comprising pdlyglycerol esters of fatty 
acids of fomtiula (1) 

ct%0R-<:M0K'ar]i20-(^ (i) 

wherein n is an interger from 4 to 13 and R is H or COR' wherein R' is C 3.22 saturated, 
unsaturated or hj^raxylated all:)^ and wherein at least one group R is not hydrogen, having 
an HLB value not less thanlO; 

c) 0-1 to 60.0 % oJ: one or more gel-creating substances selected from 
polyglycetyl-3-esters of oleic acid> having an H13 value not greater than 9; 

d) 1,0 to 60 % of one or more co-gelator substances selected from the group 
consisting of triglyceride macrc^gol glycerol esters, partial glycerides of fatty acids and 
macrogol esters of fatty acids in which the average quantity of reacted ethylene oxide in the 
synthesis of the substances ranges between 50 to 150 mols and concurrently the ratio 
between components b) and d) is from 0.1 ;l to 10:1; 

e) 5.0 to 30% of one or more Q to Q alcohols; 

wherein the above perc(intages are selected the total 100%; 

and wherein upon dilution with water the formulation forms a dispersion of 
polymorphous gel particles having a dimension of 0.2 to 500 p.m. 

43. (New) A method as cLiimed in claim 42, wherein the ratio of a:c and/or a:e is in the 
range 0.001:1 to 10:1. 

44. (New) A method as cLiimed in claim42, wherein R' is Cj^j^t saturated or unsaturated 
alkj4. 

45. (New) A method as claimed in claim 42, wherein R' is selected from the group 
consistirjg of oleates, linoleate 5 ceamte, linolate, myristate, laurute and mixtures thereof. 

46. (New) A method as claimed in claim 42, wherein component b) is selected from 
polyglycerji-lO-esteis of fatty acids* 

47. (New) A method as ckiimed in any preceding claim, wherein component d) is 
macrogol glycol hydrogenated castor oil. 
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48. (New) A method as clainied In any preceding claim, wherein component b) is 
selected from polyglycer^lO-e:iters of oleic acid; component c) is selected from 
polyglyceryl-3'esters of oleic acid; and component d) Is macrogol (1760) glycerol 
hydrogenated castor oil 

49. (New) A method as ckimed in any preceding claim, further comprising excipients to 
modify the physical, chemical, microbial stability, organoleptic or physical processir^ 
properties of the formulation. 

50. (Nex^ A method as cU Imed in any preceding claim, wherein component a) is 
selected from cyclosporins cyclosporin A, cyclosporin D or cyclosporin G, wherein the ratio 
of components arc + e is 1.001:1 to 1.5:L 

51. (Ne^ A method as cla.imed in any preceding claim, wherem component a) is 
selected from taxaneSj especiallj/'docetaxel or paclitaxel, wherein the ratio of components ax 
H-e is 0.001:1 to 1,5:1. 

52. (Ntw) A method as cb.Imed in any preceding claim, Therein component a) includes 
at least one compound selected from the group comprising cyclosporins and at least one 
compound selected from the gi oup comprising taxanes, 

- - ■ / ^ 
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